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Educational Enforcement 


and Industrial Cooperation 


By HOWARD A. PRENTICE 


Mr. Prentice, Addressing the Western States Food and Drug Offi- 
cials at Reno, Nevada, September 22, Cited a Rapidly Developing 
Cooperation Between Regulatory Officials and Regulated Industries 


pan the last several years, a gradual shift in emphasis has been 
noted in the enforcement of food, drug, chemicals and cosmeti 
laws by federal and state regulatory officials. The chief characteristic 
of this shift is that the predominantly punitive emphasis of enforcement 
has been replaced by one more educational in nature. This has not, 
however, eased the penalties resulting from infraction of the laws 
where such penalties are applicable and necessary. Today tt ts my 
hope to speak briefly on this modern trend of law-enforcement policy 
from the viewpoint of the regulated industries \t the same time, | 
must port out that | am not authorized to speak for industry. I do 
so only as one representative of the food industry who, for a decade 
has had a deep and continuing interest in the enforcement of the laws 


and regulations at federal, state and local levels 


For many years I have remembered a statement by Dr. Paul 


Dunbar,' made while he was Commissioner of Food and Drugs, which 


‘Paul B. Dunbar Administrative Pro- metic Act 3 Food Druq Coametic Lau 
gress of the Federal Food, Drug. and Cos Vuarterly, 5 (March, 1948) 
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| beheve has influenced my subsequent attitudes toward, and interest 
in, the regulatory aspects. Dr. Dunbar said 


j ‘ 


We believe that most American manutacturers of toods, drugs, and cosmeti 
1 the will to produce 


' 


have the scientific knowledge, the technical equipment, and 


articles which meet both the spirit and the letter of the law; that most America: 


manufacturers recognize that consumer imterest and producer interest are idet 


tical, and that practices adverse to consumer interest are likewise contrary to the 


interest of industry: and that most American manufacturers are making 
and effective efforts to meet all legal requirements not ¢ nly because they ar 


law, but because it is the right thing to do 


With the appointment of a new \ssistant secretary oft the United 
States Department of Health, Education, and Welfare, Mr. Bradshaw 
Mintener, on September 7, 1954, increasing cooperative understanding 
between federal and state regulatory officials and regulated industries 
is rapidly developing. One can study the many speeches and articles 
of Mr. Mintener, as well as those of Mr. Larrick, present Commissiones 
of Food and Drugs, and clearly see the application of Dr. Dunbar 
idea that “most American regulated industries” basically desire to 
comply with the federal and state laws. Articles supporting this belief 
by outstanding state officials such as Mr, Dutfy of California, M 
Lakey of Texas, Mr. Sullivan of Indiana, and others, have appeared in 
the literature. In this connection should be mentioned also the cor 
tributions alony this line, of various officials of the Federal Food and 
Drug Administration \mong these are Messrs. Harvey, Stepher 
Stantill, Nelson, MeKinnon, et 


The basis for the shift in emphasis ts made clear in an address 
given by Mr. Mintener at the fifty-ninth annual conference of th 


\ssociation of Food and Drug Officials of the United States at Ne 
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Orleans, Louisiana, May 10, 1955 Mr. Mintener pointed out that 
there is “a growing realization by officials that education can be 


utilized to increase greatly the effectiveness and benefits of a law 


enforcement program Just as advertising can be used to reduce 


the cost of sales, so can education reduce the cost of enforcement by 


making it more productive.” 


\ summary of developments of the last two or three years indi 
cates that regulatory officials, especially the FIDA, make clear that 
enforcement via education, with incentives when necessary, is the 
new look. This policy yenerally applied, will require greater coopera 
tion, as well as the acceptance of imereased responsibilities by the 
affected industries \t the same time, tt 1s well recognized that 
punitive measures must always be available for use where necessary 
Thus, the regulated industries will have richer opportunities to render 
public service in the interests of consumers by offering cooperation i 
a practical way to regulatory wencies This more lhberal view may 
require, also, greater industrial responsibility in the formation and 


support of new laws and regulations 


Phe reputable regulated industries will, | believe, value the greates 
opportunities for increased cooperation, There are important reason 
for this, Industry leaders realize that with the rapid growth of popu 
lation in the United States (a net of one new person every 12 seconds) 
about SO per cent of whom are settling in urban areas, more efferent 
use of the enforcement dollar by federal and local officials is necessary 
\s population increases, more and more manufactured foods, drug 
and cosmetics are being introduced into interstate commerce Th 
means that the federal, state and local control officials have to mal 
more efficient their use of the funds for enforcement Phis does no 
mean a reduction of funds, since population increases and other new 
and important problems will require more public attention to proper 
enforcement procedures \ctually, the number of enforcement dollar 


mav have to be increased as the ratio of needs increases 


l am reterring to a “more efhicient use” of the fund 
nereasing variety of pressing areas in the food, drug. ar 
held \mong these might be mentioned the effects of tl 
stenlization of foods, now rapidly gaming in importance 
vider use of medical isotopes, disposal of radioactive 


Bradshaw Mintener Education Versus and Drug Officials 
Enforcement Quarterly Bulletin Food lu 1955 pp. 107 
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drugs, nuclear power, and preparations for the possibility of atom 


disasters. 


Currently, the United States is entering an era of new chemicals 
in foods which involves a great complexity of scientific problems affect 
ing each citizen. Chemical progress in foods continues at a great rate, 
and the problems of public protection by regulatory officials are con 


sequently multiplying. The number of capable scientists and technolo 


gists in official enforcement agencies must be increased, not reduced. 
The steady attrition rate of qualified scientists from regulatory 
agencies and the increasing complexities of the scientific problems 
thrust on the remainder are of grave concern to the food, drug and 
cosmetic industries. 


It is interesting to note also the tremendous increase in the 
variety and amounts of drugs now manufactured and in trade use 
| have heard that 50 per cent of the potent drugs now available to 
doctors and the public were unknown 15 years ago. 


Changes in eating habits have resulted in a consumption of 
processed foods far in excess of that indicated by population increases. 
In other words, per capita consumption is much higher. This, in turn, 
adds to the burden of guarding the public against chemical or bacterial 
poisons, against contamination by insanitation and against untruthful 
labeling. Vigilance is especially needed in the quick-frozen foods field 
where regulatory officials must protect against the hazards of storage 
and shipment of these highly perishable foods. 


In all fields of food, drugs and cosmetics, new legislation in both 
Congress and the states places new and increasing responsibilities on 
officials to carry out enforcement. Do not these developments show 
a need for increased budgets and also for more efficient use of each 
enforcement dollar? The foregoing convinces this observer that the 
certainty of ever-expanding problems demands a re-examination of 
enforcement procedures, and that this need is fully appreciated by 
both federal and state authorities. 


Industry for its part, and the leaders in industry who are aware 
of the broad and critical areas | have previously mentioned, will be 
happy to cooperate wherever it is in the public interest. Cooperation 
essentially involves two or more sides, and where industry aids tn 
forming laws and regulations, | feel confident that it will aid also in 


education measures and will actively support them. 
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\fter some delay, the present cooperative educational drive fos 
grain sanitation may be cited as an example of a joint effort by many 
segments of industry and regulatory officials to put over the message 
“Grain is Food—Keep it Clean.” This is a sound development in the 
interest of the public. 

Another development rapidly shaping up is a joint project of 
officials, industry and consumers to unite in educational events in 1956 


to commemorate the fiftieth anniversary of the first Federal Food and 
Drugs Act. Within a few months, much more will be heard about this 
as a tool for better understanding of the Nation's food laws, and the 
officials who enforce them. The Association of Food and Drug Officials 
of the United States, with its associate membership in full partnership, 


is spearheading preparations to conduct and stimulate a series of 
events for the half-century of progress since the passage of the 
\ct in 1906. 

Other examples could be related if time permitted. Cannot we 
conclude, though, that educational enforcement with industrial coopera 
tion is sound, practical and in the public interest’? The trend indicates 
it, and the examples appear to bear out that the change in emphasis 
is well started. 

Conclusion 

The direction of this shift in emphasis ts 

(1) To enlist greater support and cooperation by regulated in 
dustries in the enforcement of sound laws and regulations through 
better understanding which, basically, is education 

(2) To broaden understanding by industries of the ever-changing 
needs for the protection of public interest. 

(3) To promote better understanding by regulatory agencies of 
the complexity and scope of the competitive problems in our free 
enterprise system. 

Self-policing through cooperation and understanding as a major 
area of enforcement is the goal and, as I see it, the hope of the future 

I believe that regulated industries can and will generally accept 
educational enforcement via the cooperation approach and will welcome 
the opportunities to share in developing sound laws and regulations 
Regulatory officials must. however, always have punitive procedures 
available for use against the fringe operators who will not cooperate 


and who will not, or cannot, understand 
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As the years pass and this emphasis becomes clearly manifest, 
some future FDA Commissioner may change Dr. Dunbar’s phrase 
“most American manufacturers” to “practically all regulated industries.” 
One could even strive to drop the word “practically,” although this 


may be too idealistic in a system of free people whose philosophies 


and interpretations of law vary widely. Certainly, the present develop 
ment, however, represents a practical, progressive trend in the enforce 
ment of the most fundamental of the Nation's laws and regulations—those 
which govern our food, medicines, drugs and cosmetics [The End] 
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The Educational Approach 


in Vitamin Control in Canada 
By J. A. CAMPBELL 


The Writer Discusses the Effectiveness of Educational 
Measures in Convincing Manufacturers of the Need for 
an Adequate Control of the Potency of Vitamin Products 


2 relative instability of some vitamins, particularly in complex 
multivitamin mixtures, is well known. Since this property renders 
Vitamin products subject to premature detertoration, it emphasizes the 
need for utmost care in manufacture and for close regulatory control 
of these products. The purpose of this paper is to outline recent 


experiences in the control of the potency of vitamin products in Canada 


\mong other powers, the Canadian Food and Drugs Act (Section 
24) gives the Governor in Council authority to make regulations (1) 
prescribing standards of composition, strength, potency, purity, qual 
itv, or other properties of any article of food, drug, cosmetic or device 
and (2) respecting the labeling and packaging and the offering, expos 
ing and advertising for sale of food and drugs. Under this authority 
Section D of the regulations—containing specific regulations on foods 
or drugs represented as containing vitamins—-has been promulgated 
The potency of vitamin products is governed by Section [LOLOL of 
the regulations, which reads as follows 
Where a claim is made as to the vitamin potency of a tood or drug, the tood 
drug shall have that vitamin potency as determined by an acceptable method 
Maximum penalties in terms of fines or imprisonment are pre 


vided in Section 25 for violations of the act or the regulations 


Importance of Analytical Control 
In 1950 it became evident that more effective action for the con 
trol of the potency of vitamin products was necessary in Canada 


\ccordingly, a comprehensive survey was undertaken to check and 


23 
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Dr. Campbell Is in Charge 


of Canada's Vitamin and Nutrition Laboratory 





examine the products of all manufacturers. Samples were purchased 
by food and drug inspectors directly from the manufacturers. As far 
as possible, all the vitamin products of each company were analyzed. 


After about one year, when the progress of the program was 
reviewed, it was found that there was a large proportion of products 
which were well below labeling claims in one or more vitamins. Most 
of these products were manufactured by companies with no analytical 
control facilities. Over 50 per cent of the products of such companies 
were below labeling claims while less than 2 per cent of the products 
of companies with analytical controls were below claims. Since the 


samples had been purchased directly from the manufacturers, they 
were relatively fresh and, therefore, instability and age were not im- 
portant factors contributing to the low potency. 


It was also found that companies without analytical controls had 
little, if any, knowledge of the instability of vitamins. This was par 
ticularly well illustrated by the comments of one production manager, 
who explained his company’s treatment of vitamin A, which is very 
unstable in the presence of air and heat. In the tablet-manufacturing 
process, the vitamin A oil was carefully diluted with solvent and then 
thoroughly mixed with the granulation mixture on a large open table. 
Excess moisture was driven off in an oven at 70° C. If the process 
were not finished on a week end, the mixture would be left in the oven 
during the interval, It was little wonder that 80 per cent of the vitamin 
A in this tablet was destroyed during processing. 


Educational Approach 
Since the absence of control facilities had such a marked effect on 
the adequacy of the products, it was obvious that the main problem 
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Was to convince those companies to set up the necessary analytical 
facilities to test their products before release. It was important that 
the most effective means be used to accomplish this as soon as possible 
The usual procedure in violations of the act or regulations would be 
to issue notice of intent to prosecute. Most of these companies, having 


little or no analytical information on their products, would probably 


plead guilty and pay the fine. Howeve., since the problem appeared 


te be largely one of lack of knowledge on the part of some manufac 
turers and since conformity to labeling claims seemed so closely 
related to the presence or absence of a control laboratory, it was felt 
that many might set up control facilities more willingly without court 


action than after it 


\ccordingly, personal visits were made to most of the companies 
which had several products below labeling claims. Results of analyses 
were discussed fully with the responsible person in each case. Exam 
ples of low potency were pointed out and an attempt was made to 
show the manufacturer how adequate control would have gone far in 
furnishing information which would aid him in ensuring that the final 
product met labeling claims. In most cases, the manufacturer agreed 
to remove from the market stocks of products which were seriously 
below claims and to discontinue their sale until a satisfactory product 
could be assured. It was found that many had never had determina 
tions made of the vitamin potency of their products. It had never 


oceurred to some that their products might be below claims 


The ettectiveness of the educational approach was estimated by a 
resurvey about a year later of some of the companies which had insti 
tuted controls. A marked reduction was found in the number of prod 
ucts below labeling claims. There was an elimination of those products 
in which one or more vitamins were almost completely destroyed 
Laboratory controls had effectively improved the products of these 
companies and had also given them a greater awareness of the instabil 


ity of vitamins and of the need for special precautions in their handling 


It is difficult to obtain a quantitative estimate at this time of the 
number of companies which have adopted adequate controls. It may 
be said, however, that a large proportion of manufacturers proceeded 
to set up the neccssary facilities. Other smaller ones had assays of the 
finished product carried out by independent consulting laboratories to 
ensure that it met labeling claims before release. A few were not con 
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vinced that the expense of establishing laboratory analysis was justi 
fied. When their products were found below claims on a subsequent 
survey, seizure and prosecution were required to convince them of the 
need of effective control, 

On the whole, our impression is that the educational approach 
appeared to be appreciated and to be effective in clearing up the 
deficiencies found. The production manager, who had difficulty keep 
ing vitamin A stable in a granulation mixture, has become head of a 
group studying control procedures. Another was greatly impressed when 
he found that his company was inadvertently supplying in an elixir three 
to four times the amount of niacinamide that was claimed on the labe! 


Importance of Stability 

More recently, attention was turned to those companies which 
were known to have good control laboratories. Since it had been dem 
onstrated that samples purchased directly from such manufacturers 
were satisfactory, samples of their vitamin products were now pur 
chased from retail drug stores. Varticular attention was paid to the 
relatively complex multivitamin preparations with or without minerals 
Tablets, capsules and liquids were included in the survey. It was 
found that over 50 per cent of the samples purchased were below label 
ing claims in one or more vitamins. While storage conditions had an 
influence on potency, the most important single factor was shown 
to be the age of the product, A large proportion of the samples had 
begun to deteriorate as early as one year after manufacture. The data 
indicated in particular a need for more information on the stability of 


these complex mixtures. 


The problem again appeared to be primarily an educational one 
Since these companies had shown sufficient interest in their products 
to have control laboratories set up, it was felt that they would be 
interested in correcting at once any deficiencies which were brought to 
their attention. On the whole this has proved to be true, and the co 
operation received from these companies has been excellent. In some 
cases a relatively simple change in formulation has markedly increased 


the stability of the product. 


Effect of Age 
Since age of multivitamin products had been shown to be a most 
important factor in the maintenance of potency, more detailed studies 
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on the age of multivitamin products on the Canadian market were 
carried out. They showed that 50 per cent of a sample of 9,260 prod 
ucts examined in 21 centers of average size throughout Canada were 
more than one year old, and over 20 per cent were more than two 


vears old. Thirty-eight of the samples were from 10 to 15 years old 


Since earlier data had demonstrated conclusively that many prod 
ucts begin to deteriorate about one year after manufacture, it may be 
expected that a very significant proportion of complex multivitamin 
preparations are below labeling claims. This situation was a result ot 
inadequate control of merchandising on the part of the manufacturer 
wholesaler and/or druggist. The use of an expiration date based on 
the actual stability of these products has been suggested as a means 
of overcoming this difficulty. It would have several advantages, and 
while it would undoubtedly cause difficulties, they would not appear 
to be unsurmountable 


Education and Enforcement 


It 1s interesting to note that the educational approach appeal 
to be becoming more widely used and recommended, Mr. Bradshaw 
Mintener (see 19 Ouarterly Bulletin of the Association of lood and 
Drug Officials 107 (1955)) ably outlined some of the advantages and 
disadvantages of “Education Versus Enforcement” and pointed to 
more general use of the educational approach in the United States. [1 
the report by the Citizens Advisory Committee on the Food and Drug 
\dministration (10 Foop Drug Cosmetic Law Journat 453 ( August 
1955) ), tas recommended that greater Use should bn ryvaacle ol educations! 
measures and that criminal prosecution should be reserved for more flagrant 
cases only. The educational approach in the enforcement of the 
Canadian Food and Drugs Act is not a new one to the Food and Drue 


lirectorate although it had not been applied pres ously ma sSVstemath 


fashion to any one group ol produc ts It may be pointed out, however 


that the vitamin regulations were originally formulated in 1941 as 
joint effort of government and industry. This policy has continued 
up to the present time, the last revision of the regulations being made 
with the benefit of full discussion with industry. It was logical, ther 
fore, that the educational approach be used for vitamin product 
There ts, of course, nothing in the act or regulations that require 


an analyst or inspector to discuss the results of his examination with 


a manufacturer. Nevertheless, it is felt that such discussion ire mu 
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tually helpful. They keep industry up to date with regulatory re 
quirements. They serve equally well to acquaint government representatives 
with industrial problems in production, control and sales. Such collabora- 
tion is essential for the implementation of effective enforcement programs 
and for the promotion of mutual understanding and assistance between 
industry and government. 


The use of the educational approach and the policy of frank discus 
sions have not limited enforcement to these methods, however. Prosecu- 
tion and seizure are resorted to when necessary. This combined policy 
permits a clear distinction between those companies which realize 
the importance of clinically effective products and quickly correct any 
deficiencies and those which are interested simply in selling a product, 
whether it is effective or not. In the former cases, it permits rapid 
correction of any deficiencies and it leaves free the slower and more 
ponderous tools of prosecution and seizure for the few cases which 
will not respond to the educational approach. Under this combined 
approach of education with the necessary amount of legal action, the 
status of vitamin products is being markedly changed to the position 
where relatively few samples on the retail shelf may be expected to be 
seriously below labeling claims. This represents an accomplishment 
of which the pharmaceutical industry may rightly be proud and by 
which it may justly earn the confidence of the medical profession. 


Summary 
The educational approach has been used to a large degree in 
Canada in controlling the potency of vitamin products. It has been 
found to be effective in improving the potency of these products and 
in convincing the manufacturers of the need of establishing and main 
taining adequate control facilities. 


This approach has also served to acquaint government representa 
tives with industrial problems and to promote cooperation between 
government and industry. [The End] 


© MISREPRESENTATION—FOODS, DRUGS 


Oleomargarine . . . A company is prohibited from advertising that 
its margarine is a dairy product. (Released November 16, 1955.) 


Vitamin and mineral product . . . Misrepresentations as to the 
health-giving qualities of a vitamin and mineral product are prohibited 
(Released November 21, 1955.)—CCH Trape Recutation Reports 
q 25,744; 25,757. 








The Significance 
of Section 402(b) 


By ALLAN S. KUSHEN 


Submitted as a Research Paper in the Food Law Institute-New 
York University Graduate Seminar in Food and Drug Law, This 
Article Examines the Economic-Adulteration Section of the 
Federal Food, Drug, and Cosmetic Act to Determine Present 
Efficacy and Worth, and Some of Its Criteria for Application 


“These traitorous thieves, accursed and unfair, 
The vintners that put water in our wine.” 
—Francois Villon (1430-1484) 


“Little drops of water poured into the milk, give the milkman’s 
daughter lovely gowns of silk. Little grains of sugar mingled with 


the sand, make the grocer’s assets swell to beat the band.” 
—Walt Mason (1862-1939) 


Introduction—Scope and Purpose 
kconomic adulteration “is probably as old as human greed it 
self.’ ' A Sanskrit text on civil administration, dated about 300 B. ¢ 
authorized fines for the debasement of grains, oils and salts. One 
hundred years later, in another ancient Indic code, a curse was pro 
nounced upon debasers of grains.* Francois Villon was not the first 
to complain of watered wine, for Pliny quotes Homer and Mucianus 
as rendering accounts of wines diluted with 20 and 60 parts of water, 
respectively. In medieval England, a customer was entitled to see 
his wine drawn, and pie bakers were known to have made thei 
“venison pies” of beef.® 
' “Adulteration,’’ 1 Encyclopedia Britan- * The curse was that such person would 
nica 187 (1952 Ed.) suffer an alteration of form by acquiring 


a superfiulty of limbs 
*Cited at footnote 1, at pp. 187-188 


%29 
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These early examples of economic adulteration, although crude in 
nature and consequently relatively easy to detect, nevertheless indicate 
that the ingenuity of the unscrupulous has ever been present. Although 
even as late as 1918 one individual attempted to sell contaminated 
glue as edible gelatin,’ with the advent of more complex fabricated 
and prepackaged foods, economic adulteration has become more 
insidious and more difficult to detect. The laws seeking to protect the 
public against economic adulteration have become corresponding] 


more difhfeult to apply. 


It is the object of this study to examine and analyze Section 
402(b) of the 1938 Federal Food, Drug, and Cosmetic Act *® (and that 
portion of Section 7 of the 1906 Federal Food and Drugs Act,” which 
Was its predecessor) in order to determine its present efficacy and 
worth, and some of its criteria for application. It should be noted that 
the provision in question refers only to economic adulteration and does 
not embrace all the offenses generally referred to as “economic cheats 


This study excludes from consideration problems of misbranding 


' Federal Food, Drug, and Cosmetic Law, (d) If its containter is so made, formed 
Administrative Reports——1907-1949, p. 379 or filled as to be misleading 
52 Stat. 1046 (1938), 21 USC Sec. 342(b) ‘e) If in package form unless it bears 





(1952) 
* 34 Stat. 770 (1906) 
‘Sec. 403. A food shall be deemed to 
be misbranded 
(a) If its labeling is false or misleading 
in any particular 
(b) If it is offered for sale under the 
name of another food 
‘(c) If it is an imitation of another food 
unless its label bears, in type of uniform 
size and prominence, the word ‘imitation 
and, immediately thereafter, the name of 
the food imitated 


a label containing 

(1) the name and place of business of 
the manufacturer, packer, or distributor 
and 

(2) an accurate statement of the quan 
tity of the contents in terms of weight 
measure, or numerical count 

“Provided, That under clause (2) of this 
paragraph reasonable variations shall be 
permitted, and exemptions as to small 
packages shall be established, by regu 
jations prescribed by the Secretary 





| 
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' 
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SECTION 402(b) 


and imitation foods 


elsewhere in detail.” 


(Footnote 7 continued) 

(f) If any word, statement. or other 
information required by or under author 
ity of this Act to appear on the label or 
labeling is not prominently placed thereon 
with such conspicuousness (as compared 
with other words, statements, designs, or 
devices, in the labeling) and in such terms 
as to render it likely to be read and under 
stood by the ordinary individual under 
customary conditions of purchase and use 

(g) If it purports to be or is repre 
sented as a food for which a definition and 
standard of identity has been prescribed by 
regulations as provided by section 401 
inless 

(1) it conforms to such definition and 
standard, and 

(2) its label bears the name of the food 
specified in the definition and standard 
and. insofar as may be required by such 
regulations. the common names of optional 
ingredients (other than spices, flavoring 
and coloring) present in such food 

(h) If it purports to be or is repre 
sented as 

(1) a food for which a standard of 
quality has been prescribed by regulations 
as provided by section 401, and its quality 
falls below such standard, unless its label 
bears. in such manner and form as such 
regulations specify a Statement that it 
falls below such standard; or 

(2) a food for which a standard of 
standards of fill of container have been 
prescribed by regulations as provided by 
section 401, and it falls below the standard 
of fill of container applicable thereto, un 
less its label bears, in such manner and 
form as such regulations specify, a state 
ment that it falls below such standard 

(i) If it is not subject to the provision 
of paragraph (g) of this section unless its 
label bears 

(1) the common or usual name of the 
food, if any there be, and 

(2) in case it is fabricated from two 
or more ingredients, the common or usual 
name of each such ingredient; except that 
spices, flavorings, and colorings, other than 
those sold as such, may be designated as 
spices flavorings and colorings without 
naming each 

“Prowded, That. to the extent that com 
Plilance with the requirements of clause 
(2) of this paragraph is impracticable, or 
results in deception or unfair competition 
exemptions shall be established by regula 
tions promulgated by the Secretary 

(j) If it purports to be or is repre 
sented for special dietary uses, unless it 
label bears such information concerning its 
vitamin, mineral, and other dietary prop 
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Both of these subjects have been discussed 


erties as the Secretary determines to be 
and by regulations prescribes as, necessary 
in order fully to inform purchasers as to 
its value for such uses 

ik) If it bears or contains any artificial 
flavoring, artificial coloring, or chemical 
preservative, unless it bears labeling stat 
ing that fact 

“Prowmded, That to the extent that con 
pliance with the requirements of this para 
graph is impracticable, exemptions shall tn 
established by regulations promulgated by 
the Secretary rhe provisions of this para 
graph and paragraphs (g) and (i) with 
respect to artifical coloring shall not apply 
in the case of butter, cheese. or ice cream 
(52 Stat. 1047-1048 (1938), 21 USC See. 343 
(1952).) 

Many libels of 
charging adulteration under Sec. 402(b) are 
joined with one or more counts of mis 
branding In some such cases the real 
ravamen of the offense is the misbrand 
ing rather than the adulteration. See, for 
exampl u S. wv. Beck, 2 Kleinfeld & 
Dunn 197 (DC Lowa, 1946) (Butter Cream 
Brand” salad dressing containing mineral 
oll instead of butter or cream) t SN. 4 

Cases of Peach Fountain Fruit, 1 Klein 
feld & Dunn 245 (DC Tenn., 1948) (° Peach 
Fountain Fruit’ allegedly purporting to be 
preserves, but failing to meet the standard 
of identity therefor) Truthful labeling 


criminal prosecution 


however, is not always sufficient to ‘cure 

the adulteration i Ss. 1 lo Cases bel 
Comida Brand Tomatoes,"’ 179 F. (2d) 174 
(CA-10. 1950) i Ss. 4 Drums of Pop'n 


Oil, 164 FO (2d) 250 (CCA-5, 1947); U. : 
vw. Two Bags of Poppy Seeds, 147 F. (2d) 
123 (CCA-6, 1945).) 

* See for example, Callaway) Current 
Problems in Formulating Food Standards 
! Food Drug Cosmetic Law Quarterly 124 


(June 1947) Stapleton The End of 
Imitation Food 6 Food Drug Cosmetu 
Law Journal 7 (January, 1951); William 

The Jam Decision -An Analysi 6 Food 


Diug Coametic Lau Journal 327 (May 
1951) Bas Miswranding Against Your 
self.’ 6 Food Drug Coametic Law Journal 
789 (October 1951) Austern Ordinary 
English but Not Ordinar Jam 6 Food 
Drug Coametic Law Journal 99 (Decem 
ber, 1951) Austin The Jam Standard 
Case Its Social Significance 6 Food Drug 
Cosmet Lau Journal G18 (December 
1951): Fistere The Imitation Jam Case 
Some Implications 7 Food Drug Coametiu 
Law Journal 165 (March. 1952) Forte 
The Practical Effects of the Jam Case 
Decision 7 Food Drug Cosmetic Law 
Journal 178 (March 1952) Rubenstein, 
The Bugaboo of Imitation Foods 7 Food 


(Footnote continued on next page) 
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Legislative Background 

The primary considerations of the draftsmen of the 1906 Food 
and Drugs Act were the prevention of the manufacture of articles 
deleterious to health and the prevention of the “combination of 
articles” which would deceive and defraud the public.” During the 
Congressional debates, the economic adulteration of scores of specific 
food items was cited.” Protection of the honest manufacturer and 
merchant against the wiles of his more venal competitors was un 
doubtedly a factor in the enactment of the economic-adulteration 
section. The report of the House committee which studied the bill 
stated that “almost every known article of food has to compete in the 
market with a similar article which has been adulterated in some 
form "than 

The purpose of the economic-adulteration section was to be the 
prevention of fraud, and one of its chief proponents in the Senate 
declared that if a product came within its provisions it would be of 
no moment whether the substance added or abstracted in the adultera 
tion were cheaper or more expensive, deleterious or harmless.'* A 
substitute proposed in the Senate, which would have required proof 
that the substance added or substituted was inferior or cheaper and 
which would have prohibited the abstraction only of “valuable or 
necessary” constituents or ingredients, was defeated." Such a test 
would have led to much confusion and difficulty of enforcement 


(Footnote continued from preceding page) 
Drug Coametic Law Journal 266 (April. 
1952); Williams, ‘‘Label-Plus."" 7 Food 
Drug Cosmetic Law Journal 694 (October. 
1952): Harvey, “Imitation Dairy Products,” 
& Food Drug Cosmetic Law Journal 527 
(August, 1953); Williams, ‘‘New Products 
for Old Uses,"' 8 Food Drug Cosmetic Lau 
Journal 587 (September, 1953); Faunce, 
“The Imitation Jam Case,"" 8 Food Drug 
Cosmetic Law Journal 7T1T (November, 
1953); Garstang, ‘The Jmitation Jam Deci- 
sion,’’ 9 Food Drug Cosmetic Law Journal 
92 (February, 1954); Polikoff, ‘‘The Pro- 
posed Imitation-Food Amendment to the 
Food, Drug, and Cosmetic Act—From the 
Standpoint of the Dairy Industry,”’ 9 Food 
Drug Cosmetic Law Journal 231 (April 
1954) 

"49 Congressional Record 894, 1216 
(1906) 

” 49 Congressional Record 8893-8894, 8896, 
8901-8905 (1906) 

"HH. Rept. 2118, 59th Cong.. Ist Sess.. 
p. 8 (1906). 

"49 Congressional Record 2731 (1906) 
(statement by Senator McCumber) He 


also advanced the view at that time that 
an addition or abstraction would constitute 
only an adulteration and not a misbrand 
ing ‘Adulterations are intended to cover 
those cases where you change the quality 
of the particular thing by additions, etc 
and misbranding is where you give to a 
food article a name entirely different from 
its own.’ This naive distinction has not, 
of course, survived 

" The section provided as follows 

y for the purposes of this act an 
article of food shall be adulterated or 
unwholesome 

“First. If any substance or substances 
has or have been mixed and packed with 
it and its quality or strength is thereby 
reduced or lowered or injuriously affected 

‘Second. If any inferior or cheaper sub 
stance or substances has or have been sub- 
stituted wholly or in part for the article 
or any natural or necessary constituent or 
ingredient thereof 

“Third. If any valuable or necessary 
constituents or ingredients of the article 
have been wholly or in part abstracted 
from it 





— 
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The economic-adulteration provision, as finally enacted on June 
30, 1906, read as follows 


Sec. 7 an article shall be deemed to be adulterated 

In the case of food 

First If any substance has been mixed and packed with it so as to reduce 
or lower or injuriously affect its quality or strength 

Second. If any substance has been substituted wholly or in part for the 
article 

Ihird. If any valuable constituent of the article has been wholly or in part 
abstracted 

Fourth. If it be mixed, colored, powdered, coated, or stained in a manner 


whereby damage or inferiority is concealed.” 


This was virtually the identical wording of the section as orig 


inally introduced,'® except that the fourth provision was added later 


at the instance of the House of Representatives Tt will be noted 
that the subsections are closely related, and may overlap in many given 
situations. 

Although one of the purposes of the 1906 Act was to prevent the 
“combination of articles” which would deceive and defraud the public,’ 
the “distinctive name” provision written into Section & greatly emascu 
lated enforcement of prohibitions against economic adulteration, It 
provided that 


an article of food which does not contain any added poisonous or dele 
terious ingredients shall not be deemed to be adulterated or misbranded mm the 
following cases 
First. In the case of mixtures or compounds which may be now or trom 
time to time hereafter known as articles of food, under thei own distincitve names 
and not an imitation of or offered for sale under the distinctive name of another 
article, if the name be accompanied on the same label or brand with a statement 
of the place where said article has been manufactured or produced 
Second. In the case of articles labeled, branded, or tagged so as to plamly 
indicate that they are compounds, imitations, or blends, and the word “compound 


(Footnote 13 continued) 
Fifth If it is mixed, colored, coated When a substance of 1 recognized 
polished, or powdered whereby damage or quality commonly used in the prepara 
inferiority is concealed; or if by any other tion of a food product is replaced in whol 
means damage or inferiority in such article or in part by another substance not in 
is concealed (49 Congressional Record jurious or deleterious to heaith, the name 
2772 (1906).) of the substitute shall appear upon the 
“3 Stat 770 (1906) The following label 
regulations, implementing this provision A feet 
were promulgated by the Department of 
Agriculture on October 31, 1930 


which consists in whole or in 
part of sound by-product or waste food 
material, such as pieces, stems, trimmings 
An article of food shall neither be and the tihe Pot mot be labeled with the 
covered with a powder nor reduced to a unqualified name of the substance from 
powder in such manner that damage or which such material is derived Dunn 
inferiority is concealed Federal Food, Drug, and Coametic Act, A 
Statement of Ita Legislative Record (1938) 
(b) A color, preservative, or other sub pp. 1344, 1348, 1351 
stance, even though harmiess, shall not be 
used in the preparation of any article of "49 Congressional Record 897 (1906) 
food in a manner whereby damage or in “49 Congressional Record W76 (1906) 
feriority is concealed " See footnote 5 
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“smutation,” or “blend,” as the case may be, is plainly stated on the package in which it 
is offered for sale: Provided, That the term blend as used herein shall be con 
strued to mean a mixture of like substances, not excluding harmless coloring o1 
tlavoring ingredients used for the purpose of coloring and flavoring only vs 


[Italics supplied. | 


Thus was excluded from the operation of the economic adultera 


tion provisions a class of foods lending itself most readily to such 


chicanery. It is readily apparent that the more ingredients compounded 


to fabricate a food product, the greater the opportunity and temptation 


to abstract or substitute. There was a singular lack of uniformity 


among the courts in construing the scope of the exemption granted 


by this section.’” 


The chief respects in which the 1938 Act extended the scope of 


protection against economic adulteration over that of the 1906 Act 


was the elimination of the so-called “distinctive name joker.” “In 


addition, although Congressional backers of the 1906 law explicitly 


disavowed any intention of authorizing the fixing of food standards, 


such authorization was one of the primary matters sought, success 


fully, to be incorporated into the 1938 Act in order to strengthen and 


implement the economic-adulteration provisions.” 


” 34 Stat. 771 (1906) 

* Baldwin and Kirlin, ‘Consumers Ap- 
praise the Food, Drug, and Cosmetic Act,’ 
6 Law and Contemporary Problems 149 
(1939). The government lost the following 
cases: U. B. wv. 49 Cases of Bred Spred, 
White and Gates, ‘‘Decisions of Courts in 
Cases Under the Federal Food and Drugs 
Act [Compiled and Digested] (1934) (here 
in cited as “White & Gates’), p. 1204 
(Mich., 1927); F. B. Washburn & Company 
v. U. 8., 224 F. 395 (CCA-1, 1915), rev'g 
U. 8. v. F. B. Washburn & Company, White 
& Gates, p. 434 (DC Mass., 1913) (maca- 
roons): Weeks v. U. 8., 224 F. 64 (CA-2 
1915), rev'g U. 8. v. Weeks, White & Gates. 
p. 519 (DC N. Y., 1913) (Fruit Wild 
Cherry Compound'’); U. 8. v. Auerbach & 
Sons, White & Gates, p. 357 (DC N. Y 
1912) (milk chocolate); U. 8. v. 40 Barrels 
and 20 Kegs of Coca-Cola, 191 F. 431 (DC 
Tenn., 1911); U. 8. v. One Carload of Corno 
Horse and Mule Feed, 188 F. 453 (DC Ala 
1911) The government prevailed in the 
following cases: U. 8. v. Germack, White 
& Gates, p. 1178 (DCN, Y., 1925) (‘Cotton 
Salad Oil Flavored with High Grade Olive 
Oil A Compound"); U. 8. wv. Schider, 24% 
U. S. 519, 38S. Ct. 369 (1918) (‘Compound 
Ess Grape’’ held not to fall within the 
exemption of Sec. 8, since it did not sug 
zest an imitation but, rather, falsely indi 
eated that it contained something derived 


It should be reit 


from grapes): Libby, McNeill & Libby 1 
U. 8., 210 F. 148 (CCA-4, 1913), aff'g Libby, 
McNeill & Libby v. U. 8., White & Gates 
p. 442 (DC Va., 1913) (‘Condensed Milk 
held not to be a distinctive name, but to 
appear on the label in its customary mean 
ing) William Henning & Company 1+ 
t S., 193 F. 82 (CCA-5, 1912) (tomato 
catsup adulterated with pumpkin does not 
fall within the exemption merely by the 
appearance of the word “compound” on 
the label): Frank v. U. 8., 192 F. 864 
(CCA-6, 1911) (‘Compound White Pepper 
does not fall within the exemption, al- 
though “White Pepper Compound” might) ; 
U. 8. v. Gumpert, White & Gates, p. 182 
(DC N. Y., 1910) (‘Maple Flavo'’) 

” Dunn, work cited at footnote 14, at pp 
553, 577, 816, 1052, 1239, 1271 (1938) 

"49 Congressional Record 2763 (1906) 
The MecNary-Mapes Amendment of July & 
1930, authorized the Secretary of Agricul 
ture to promulgate ‘‘a reasonable standard 
of quality, condition, and/or fill of con 
tainer for each class of canned food 
(46 Stat. 1019 (1930).) 

= Dunn, work cited at footnote 14, at pp 
118-119, 245, 480, 1202-1203, 1237, 1242-1243 
The standard-making provision is found in 
Sec. 401 of the 1938 Act (52 Stat. 146 
(1938), 21 USC Sec. 341 (1952), 68 Stat. 54 
(194). 21 USC Sec. 341(b)(1) (Supp 
1954)) 








A 
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erated, however, that the failure of a food to conform to a promulgated 
standard of identity, quality or fill of container is usually charged as a 
violation of Section 403(g) or 403(h),** and is dealt with here only 


when, in addition, a Section 402(b) violation is alleged 


Elimination of the “distinctive name joker” and insertion of 
standard-making provisions in the 1938 Act were more significant than 
any modifications in the wording of the economic-adulteration section 


itself.2* As enacted, and as it stands today, it provides as follows 


Se ¢ M2 A foo hall be deemed to be adulterated 


(b)(1) If any valuable constituent has been in whe or m part omitted of 
thstracted therefrom; o1 


(2) if any substance has been substituted wholly or in part therefor 


op) u damage or inferiority has been concealed in an manner 


\ 
(4) if any substance has been added thereto or mixed or packed therewitl 


as to increase its bulk or weight, or reduce its quality or strength, or make it 


appear better or of greater value than it is 


Concealment of damage or inferiority “in any manner” is now 
proscribed, whereas to come within the 1906 Act such concealment 
had to be by means of mixing, coloring, powdering, coating or staining 
The only other significant change in the section resulted from th 
addition to subdivision (4) of a clause prohibiting the addition of any 
substance which makes a product “appear better or of greater valu 
than it is.” As originally written, it would have prohibited the addition 
of any substance which might “create a deceptive appearances 


proviso whi h Was sé rapped as being tow general 


Judicial Interpretations 


Of the almost one hundred officially and unofficially reported 
cases dealing with economic adulteration, by far the greatest number 
turn solely on factual issues. The majority of these, in turn, were 
decided under the 1906 Act and are of little use for study as precedents 


today, especially when one considers the profound changes in the pro 


‘52 Stat. 1047 (1938). 21 USC Sec. 343 lative History and Its Substantive Provi 
(gg). Ch) (1952): see footnotes 1, 4. above sions 6 Law and Contemporary Problems 
‘Dunn, work cited at footnote 14, at pp 27 (1939) 
30, 243, 819-820. 1065, 1147 The unofficially reported cases decided 
52 Stat. 1046 (1938), 21 USC Sec, 342(b) under the 1906 Act are found in White & 
(1952) Sec. SO1(d) applies & drugs pro Gates Those decided under the 19% Act 
visions similar to Sees. 402(b)(2) and (4) are found in Kleinfeld and Dunn, ’ederal 
(52 Stat. 1050 (1938), 21 USC See. 351(d) Food, Drug, and Coametic Act, Judicial 
(1952)) It has seldom been used See and Administrative Record, 19/8-1949 (Vol 
U. 8. vw Feldman, 3 Kieinfeld & Dunn 255 1 1949), and its two successor volumes 
(DC D. of C., 1953) bearing the same title and covering the 
“ Dunn, work cited at footnote 14. at pp years 1949-1950 and 1951-1952 They are 
38, 53. 73. 193. 643-644: Cavers The Food cited herein as 1. 2, and 3 Kieinfeld &@ 
Drug, and Cosmetic Act of 1938: Its Legis Dunn, respectively 
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duction, handling and distribution of foodstuffs which have come about 


in the past 30 years.” 


Since the 1906 Act failed to provide for the promulgation of 
mandatory food standards, the government sought, rather unsu: cess 
fully, to fill this vacuum. In one of the earliest cases, a criminal action 
charging the partial abstraction of a valuable constituent (cream) 
from ice cream, the court held that the custom of the trade was insuffi 
cient to show establishment of a standard and that standard-making : 

should be left for the decision of the court, but it should be determined 
by Congress or by authorization of the Secretary of Agriculture so that the trade 


may know—so that any man manufacturing will not be at the mercy ot 
what his brother merchants in a town fix upon as being the right proportions.” 


culminating 


The government similarly lost several other cases," 
in the decision in LU’. S. v. Nesbitt Fruit Products, Inc.’ Involved was 
a product known as “Nesbitt’s California Orange Juice Sweetened,” 


consisting of fresh orange juice containing 50 per cent of added sugar 
and fruit acid, certified color and one tenth of 1 per cent of benzoate 
of soda, It was sold to drugstores, soda fountains and similar estab 
lishments, to be dispensed diluted with five parts of water, and had 
been on the market for over ten years, Its orange color when shipped 
in interstate Commerce was about five times as intense as that of pure 
fresh orange juice. The evidence showed that it was the practice for 
dilution to be made in the presence of the ultimate consumer, and the 
label stated directions for such dilution. The government sought to 
condemn the product on a charge of adulteration, in that orange juice, 
orange peel flavor, sugar and acid had been mixed in a manner wherely 
inferiority was concealed. 


The lower court held that the government had failed to sustain 


its contention that the meaning of “orange juice sweetened” in the 


beverage trade was a product containing not more than 15 per cent 
added sugar, and that there was no standard to be found which would make 
the product inferior by the addition of 50 per cent of added sugar and 


™ More and Better Foods . . From “U_. 8. v. Goodman, White & Gates, pp 
Today's Pay Check (Agriculture Informa 184-485 (DC N. Y., 1913) (‘adulteration is 
tion Bulletin No. 138, Government Printing a relative term, and unless the relation is 
Office, 1955). See, for example, UU’. 8. 1 disclosed no offense is set up''): U. 8. v 
South Peacham Creamery Company, White 65 Barrels of Vinegar, White & Gates, p 
& Gates, p. 1266 (DC Vt., 1931); U. 8S. wv 1029 (DC Wis., 1921): W. B. Wood Manu- 
1,300 Cases of Vinegar, White & Gates, p. facturing Company vw. U. 8., 236 F. 84 
899 (DC Neb., 1918); U. 8. wv. Hudson (CCA-T, 1923). 
Manufacturing Company, White & Gates, "96 F. (2d) 972 (CCA-5, 1938), affz 
p. 462 (DC I1., 1913). U. 8. v. 492 Cases of Orange Juice, 20 F 
~wU. 8. wv. Rinchini, White & Gates, pp Supp. 520 (DC La.. 1937) 
318-319 (DC Ariz., 1911) 
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artificial color. The court also interpreted the word “inferiority” in 
“if it be mixed, colored, powdered, coated, or stained in a manner 
whereby damage or inferiority is concealed” (the fourth subdivision of 
Section 7) to mean ingredients inherently inferior. Since there was no 
evidence that any component of the product was in itself an inferior 
substance, there was no “inferiority” which was concealed. The court 
did not divulge its method of determining whether any ingredient of 
the product was “inferior.” This interpretation is not explicitly found 
in any subsequent case. Finally, with respect to the manner in which 
the beverage was dispensed to the ultimate consumer, the court held 
that“. . . the product in question does not become adulterated because 
the color added thereto might enable a purchaser to use the same 
outside of interstate commerce channels in a deceptive or misleading 
manner; the legality of the product is to be tested by its condition at 
the time of seizure, not what its condition may be upon mixture aftet 
it has passed beyond interstate commerce channels.” * The 1906 Act 
did not prohibit the doing of any act, with respect to a food while held 
for sale after shipment in interstate commerce, which resulted in its 


being adulterated or misbranded, as does the law today 


The Cireuit Court of Appeals for the Fifth Circuit, with Judge Sibley 
writing the majority opinion, affirmed, stating 

Inferiority is a term of comparison. It implies some standard. That stand 
ard must be found in the usual qualities of the thing which the product under 
question purports to he lf Nesbitt's product purported to be orange juice we 
should look to see if inferior orange juice was mixed and colored to conceal 
the inferiority. But it does not profess to be mere orange juice, but orange juice 
sweetened; and the label on the jugs does not stop there, but states there has been 
added fruit acid, certihed color, and 01% |[sic| Benzoate of Soda, and gives 
“Directions: Use one part with five parts plain water well iced.” It is thus 
offered as a basis for dilution into an iced drink, with the statement that it is a 
mixture of orange juice, sugar, fruit acid, certified color and benzoate of soda 

The court admitted that, when diluted, the beverage became the 
color of orange juice and simulated its taste, that the product as thus 
sold was inferior to orange juice in its vitamin content, and that the 
added color tended to conceal the weakness of the orange juice content 
This, however, was not the product which was shipped in interstate 
commerce, and its preparation and sale were not within the purview 


of the Act. The court stated 


2U. 8. wv. 492 Cases of Orange Juice, “U. 8. vw. Nesbitt Fruit Products, Inc 
cited at footnote 31, at p. 522 cited at footnote 31, at p. 973 

= 52 Stat. 1042 (1938), 21 USC Sec. 331(k) 
(1952) 
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very mgredient being pure and wholesome, color being openly added not 
to conceal anything but to make the final result more pleasing to the eye, we 
ire unable to say that the Nesbitt product is adulterated and to be torieited 

his would appear to be a correct interpretation of the law as it 
existed until 1938. 


With the fixing of standards of identity, quality and fill of con 
tainer for foods under the standard-making provisions of the 1938 
\ct,” the government has instituted many successful condemnation 
and criminal proceedings charging misbranding under Section 403(g) 
and (h),*’ but mixed results have been achieved when it has been 
sought to impose upon the courts the burden of determining the stand 
ard by which an allegedly adulterated unstandardized food shall be 
judged. The problem of “whom the product must deceive” “ in ordet 
to come within the operation of the law has also confronted the courts 


The wartime absence of Dutch and Turkish poppy seeds, which 
have a naturally blue or gray hue and are widely used for decorative 


and flavoring purposes in the baking industry, led at least one com 


pany to sell to jobbers white British India seeds artificially colored 


with charcoal pigment made from burnt seeds.” The Dutch and 
Turkish seeds had seld for between 65¢ and 90¢ a pound, and the uncol 
ored white seeds for between 10¢ and I1l¢. After being colored they 
sold for 22'2¢. The bags of seeds were accurately labeled “Produce 
of British India. Artificially colored with vegetable colors.” The 
government seized a shipment of such seeds, charging adulteration 
under Section 402(b)(3) and (4), in that their inferiority had been 
concealed by the addition of charcoal and in that charcoal had been 
added to them to make them appear better or of greater value than 
they were. The trial court held that, with reference to consumers and 
retailers, the product was plainly adulterated as charged, but that it 
was sold only to jobbers, who were put on notice of the difference 
between it and the Dutch and Turkish seeds by virtue of the price dif 

*One judge dissented, in Nesbitt, de ”" Another company made known to the 
claring that, at the very least, the product Food and Drug Administration its inten 
was mMisbranded and It might as well tion of doing the same thing, and was 
be called sugar acidulated as ‘orange advised by it that it would result in adul 
juice sweetened.” teration under Sec. 402(b). The company 

*” See footnote 18 sought a declaratory judgment, contending 

“52 Stat. 1047 (1938), 21 USC Sec. 343 that upon its shipment of the artificially 
(gz). Ch) (1952) For a partial listing of colored product in interstate commerce a 
such cases, see 1 Kieinfeid & Dunn 799 seizure or criminal prosecution would re 
2 Kleinfeld & Dunn 487-488, and 3 Klein sult. This was held to be an inappropriate 
feld & Dunn 529 ease for a declaratory judgment (Helco 

™"See “Developments in the Law-—The Products Company v. McNutt, 137 F. (2d) 


Federal Food, Drug, and Cosmetic Act 681 (CA of DC, 1943) 
67 Harvard Law Review 632. 648 (1954) 
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ferential and truthful labeling. Citing the Neshitt case, the court held 
that legality of the product must be tested by its condition at the time 
of seizure and not by what it might be after it left interstate commerce 
and was removed from its accurately labeled bags. The court con 
cluded that if the public is to be protected against sale of artificially 
colored poppy seeds unlabeled or improperly labeled, intervention ot 
state laws will be required and that federal authorities cannot antics 
pate future deception of the public by means of fraudulent sale of the 


seeds. a 


The Cireuit Court of Appeals for the Sixth Circuit reversed, hold 
ing that since the trial court concluded that ultimate consumers would 
be deceived by the seeds, they must be deemed adulterated and that 
whether dealers or traders in the product were deceived is not a mat 
nial inquiry. The Nesbitt case was distinguished on the grounds tha 
there was no finding in that case that the ultimate consumer would 
be misled by the product and that adulteration of the orange juice 
occurred, in fact, after it had left interstate commerce, whereas the 
poppy seeds were artificially colored when introduced into interstat« 
commerce.*' Although these are valid distinctions, they are somewhat 
beside the pont Both the trial and appellate courts failed to take into 
account the subjective nature of the term “inferiority.” In order to 
find that coated seeds were inferior to those which are naturally blue 
or gray, the relative prices to jobbers were shown, Thus, inferiority to 
jobbers was established The trial court baldly stated, however, that 
the seeds were inferior to consumers. No basis was offered for thi 
conclusion, The mere coloring of a less expensive food product to 
make it look like a more expensive, but otherwise identical (as to tast 
food value and utility) counterpart is not necessarily a concealment 
of inferiority The consumer does not judge the merits of the baked 
goods he buys by the price of the seeds which are on them. He ts 
probably not aware of the existence of various types of seeds, and 
certainly does not know their relative prices. The fallacy lies in show 
ing a difference in price to jobbers, and assuming that this makes the 
artificially colored seeds “inferior” to consumers 


\nother wartime scarcity, that of edible tats and oils, induced 


some manufacturers to substitute mineral oil therefor, In 1943, the 
yovernment seized a shipment of popped corn treated with artificially 


l 8. v. Two Bags of Poppy Seeds, 147 


wd S. wv. Two Bags of Poppy Seeds, 541 
F. (24) 123 (CCA-6, 1945) 


F. Supp. 7066 (DC Ohio, 1944) 
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colored mineral oil and sought to have it condemned on the grounds 
of adulteration under all four subdivisions of Section 402(b): in that 
a valuable constituent—butter or an edible vegetable oil—had been 
in whole or in part omitted; in that a substance composed of popped 
corn with added artificially colored non-nutritive mineral oil and salt 
had been substituted for the purported product, popped corn; in that 
inferiority had been concealed by the addition of artificial color; and 
in that mineral oil had been mixed or packed therewith so as to reduce 
its quality or strength or make it appear better or of greater value than 
it was. The court refused to order condemnation, on the grounds that 
there was no evidence indicating an exact formula for popped corn, 
that the product in question was, in fact, popped corn, that there was 
no showing that mineral oil in the quantity used would be injurious 
to the public (a matter which was not alleged), and that there was no 
reason shown why the product should not be consumed by the public." 


sy 1946, however, scientific inquiry had established that mineral 
oil was not only a non-nutritive substance but that its ingestion 
hindered the assimilation by the body of certain essential vitamins 
consumed in other foods.’ Although later cases still charged economic 
adulteration only, this was nevertheless a substantial factor in subse 
quent decisions in favor of the government. In a criminal action, salad 
dressing containing mineral oil instead of the usual edible oils was 
held both misbranded and adulterated, The trial judge found that the 
term “salad dressing” had acquired a secondary meaning, that of a 
dressing containing, among other things, vegetable oil. Such a finding, 
however, was held not necessary to deem the product adulterated and 
misbranded. The court concluded that since mineral oil is a non-nutri 
tive substance, it cannot be included in salad dressing without a dis 
closure on the label of its inclusion, and that its mere use without 
disclosure constituted both a misbranding and an adulteration.“* No 
indication was offered as to whether the adulteration might have been 


‘cured” by truthful labeling. 


The Fifth Circuit Court of Appeals reversed an unreported decree 
for the claimant in a libel for condemnation of a product known as 
“Pop'n Oil,” which consisted of 99.3 per cent mineral oil and .7 per 


“U. &. v. 55 Cases of Popped Corn, 62 FDA Trade Correspondence 8A (April 4 
F. Supp. 843 (DC Ida., 1943). 1946), 1 Kleinfeld & Dunn 752. 

“ Work cited at footnote 4, at pp. 1196- “U. 8. v. Beck, 2 Kleinfeld & Dunn 197 
1197, 1264 (1946 and 1947 reports of the (DC Iowa, 1946) 
Commissioner of Food and Drugs); see 
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cent artificial flavoring and coloring, and which was sold, truthfully 
labeled, to theaters for use in their popcorn vending machines. Three 
opinions were written. The majority opinion found that it had been 
proven at the trial that mineral oil was harmful to the system in the 
manner described above, and that 6 per cent to 7 per cent of the final 
popeorn product consisted of mineral oil, It held that truthful labeling 


did not cure the adulteration because the consumer never saw the 


labeling, and that 


to conclude that a food for which a standard of identity has not beet 


promulgated is exempt from the economic adulteration 
would result in rendering inoperative [Section 402(b)|. To permit a class 
of foods not standardized te escape other applicable provisions of the law would 


create a loophole which the Act sought to avoid." 


provisions of the Act 


Judge Sibley, who wrote the majority opinion in the Nesbitt case, 
dissented, contending that popcorn is eaten in idleness and not for 
nutriment, and that there is no evidence of an intent to make the 
product look like butter or that the consumer thought it was butter 
or cared, He correctly pointed out that the product was not charged 
with being adulterated by reason of being deleterious or injurious to 
health, and concluded that “zeal for enforcement is here outrun 
ning common sense and the true intent of the law.” “ The third judge 
concurring specially with the majority opinion, agreed that the bring 
ing of the case was administrative error and that evidence of the prod 
uct’s harmful effects was irrelevant, but concluded that, nevertheless, 
the product was adulterated under Section 402(b)(3) and (4), as 
charged.’ Survey evidence as to what consumers expected, or thought 
they were getting, atop their popcorn would have been in order in this 
case 

The government fared no better when it sought to establish a 
standard for a food product in 1947 by proof of custom of the trade 
than it did in 1911. In refusing to hold a packer of frozen berries 
criminally liable for adulteration under Section 402(b)(1), the trial 
judge held that it was not the intent of Congress, in passing the Act 
that an industry should voluntarily fix a standard and then charge 
the federal government with its enforcement, and held that the publi 
will eventually decide whether the defendant's product will remain 
on the market, by refusing to buy those brands which contain fewer 


berries per pound. The government had contended that it was accepted 


Drums of Pop'n Oil, cited “" Pp. 253-2 of opinion 


SU. 8. v. 36 
* See footnote 24 


at footnote 7, at p. 252 
“ Pp. 252-253 of opinion 
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practice in the frozen-berry industry for each pound of the frozen 


% 


product to contain twelve ounces of berries.” It would appear that 
the court abdicated its function of enforcing the Act by leaving the 
consumer at the merey of an unscrupulous packer, in the pious hope 
that the law of the market place would eventually catch up with him 
It was to avoid precisely this situation that Section 402(b) and its 
predecessor were adopted. Proof of the practices of the industry in 
volved may or may not be an accurate guide, but proof of what a rep 
resentative sampling of consumers expected to receive would hav 
been the most accurate possible guide. This case presented the govern 
ment with an excellent opportunity to make a well-planned, unbiased 


survey 


Perhaps the most significant case arising under Section 402() 
was U. S. wv. && Cases of Bireley’s Orange Beverage.” The government 
seized the product, charging that it was adulterated under Section 
102()(4), in the following respects: in that yellow coal-tar dyes 
were mixed with it to make it look like a product composed entirels 
or in large part of fresh orange juice, and thus better and of greater 
value than it was, and in that it consisted of a mixture of a small quan 
tity of concentrated citrus juices and water to which were added wate: 
in excess of that contained in the fresh juices from which the con 
centrate was made, sugar, citric acid, lactic acid and orange oil, which 
substances were added to increase the bulk thereof and to give it the 
taste and odor of orange juice or of a beverage containing a large 
quantity of orange juice, thereby making it appear better and of greater 
value than it was. The product contained &7 per cent water, 6 per cent 
orange juice and 2 per cent lemon juice, the remaining 5 per cent being 
the other substances set forth above, It was noncarbonated, and was 
sold in the usual crown-capped soft-drink bottle for five cents. The 
label disclosed the fact that it contained water and artificial coloring 
The claimant contended that coloring was added not to mislead the 
public, but to meet the general expectation that such a product have 
an orange color, and that the product packaged, labeled and priced as 
it was, appeared to be nothing. more than an inexpensive, artificially 


colored, orange-flavored still-water soft drink for which nothing more 


#t 8. vw. Midfield Packers, 3 Kieinfeid 1951). cert. den., 342 U. S. 861. 72S. Ct. 8&8 
& Dunn 197 (DC Wash., 1947) (1951). For a discussion of other aspects 
“2 Kleinfeld & Dunn 128 (DC N. J of this case, see Williams Label-Pius 


1949), rev'd, CCH Food Drug Cosmetic cited at footnote 8 
Law Reports * 7199, 187 F. (2d) 967 (CA-3, 
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was claimed than that it was cheap and refreshing to drink when one 


was thirsty. The trial judge imstructed the jury that 


[it] is for you to decide whether the vell coal-tar dye miane thie 
article look like a product composed entirely or in large part of tresh orange 
puice This does not necessarily mean that yo vould be misled as to thu 
Tate jllice ontent otf the articl Your tunectwn 1" this case 1 t determ 
whether any part of the public, the vast multitude which meludes the ynorant, th 
unthinking and the credulous, and those who do not stop t ma com making a fu 
hase would de so misled | Italics supphed | 


The jury returned a verdict for the United States 


The United States Court of Appeals for the Third Circuit consid 
ered three questions: Does Section 402(b) apply to fabricated foods ” 
To whom must the admixture of ingredients make the product appear 
better than it is? How is it to be determined whether it so appears 
With respect to the first question, the claimant contended that the 
noun “tood” and those words referring back to it in the adulteration 
section meant either an adulterated end product or an unadulterated 
original food, and that “substances mixed or added” limited the section 
to those situations in which the process of manufacture consists of the 
modification of a basic identifiable and unadulterated article of food 
through the introduction of some additive. In other words, the claim 
ant attempted to introduce the 1906 Act “distinctive name joker” ints 
the 1938 Act. This theory the unanimous court—speaking through 
Judge Hastie—rejected, holding that Section 402(b) applied to the 
manufacture and processing of foods generally, whether a recognized 
food was altered or whether various ingredients were compounded to 
make an essentially new item: “It is not important whether the final 


f orange juice of i 


product has been achieved by a direct dilution « 


here, by a more complex process of fabrication 


The other two questions raised more serious problems. The court 
held that it was error to charge the jury to determine whether any part 
of the public, including “the ignorant, the unthinking and the credu 
lous,” was deceived 


The correct standard was the reaction of the ordinary consumer under sucl 


circumstances as attended retail distribution ot thus product W hen a tatute 


leaves such a matter as this ithout specification, the normal inference is that the 
legislature contemplated the reaction of the ordinary person who is neithe 
SaVant nor dolt who lac ks special competency sitl reterence to the matters it 
iand but has and exercises a normal measure of the layman's commor Sense 


ind judgment.” 


2 Kieinfeid & Dunn 128, 1344 Reports © 7199. 187 F. (2d) 967. 971 (CA-3 
S. vw. && Cases of Bireley's UVrange 1951) 
Beverage, CCH Food Drug Cosmetic Law See footnote 
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The court pointed out that Section 403(f) requires labeling “in 
such terms as to render it likely to be read and understood by the 
ordinary individual under customary conditions of purchase and use” ** 
and that it would be unreasonable to impose a more burdensome stand 
ard under Section 402(b)(4) merely because Congress failed to specify 
atest. It agreed with the trial judge that al] customary circumstances 
of retail acquisition and consumption, including price, bottling and 


labeling, are to be taken into consideration. 


The court finally considered the criteria for determining whether 
an article appeared “better or of greater value than it is.” Any in 
crease in orange-juice content, with a corresponding decrease in water 
content, would improve the quality of the beverage. The product, 
therefore, appears better than tt is if it appears to the consumer to 
contain more than 6 per cent orange juice. If Section 402(b)(4) 
requires the measurement, however, of something so speculative and 
whimsical as the consumer's guess as to the precise orange-juice con 
tent of an artificial beverage, then it is unreasonable and unenforceable 
for vagueness. The court stated: “The difficulty with this entire 
approach is that the ‘adulterated’ food is made to serve as its own only 
standard.’ It found the solution to the problem in its estimation 
of the rationale behind the exclusion from commerce of economically 
adulterated products : 

In such cases a product is recognized as wholesome but is excluded from 
commerce because of the danger of confusing it with something else which is 
defined, familiar, and superior There is no evidence to indicate a legislative 
intent to bar from the market foods which are wholesome merely because they 
may in fact be of relatively little value. So long as they are not confused with 
more wholesome products, their presence does no harm. ... Without a finding 
that a marketable inferior product is likely to be confused with a specified 
superior counterpart, we think there can be no appearing “better than it is” 
within the scope of disapproval of a section patently concerned only with con 
fusion... . proof of violation of the statute requires first description and defini 
tion of the superior counterpart, and second, proof that the consumer is likely 
to mistake the inferior for the superior 


It further stated: 


It makes little sense to speak of concealment of inferiority except when 
we add to what 


We therefore agree with the claimant that the issue on this aspect of the case 
is squarely this: Would the ordinary consumer confuse claimant's product with 
undiluted orange juice?” 


452 Stat. 1047 (1938), 21 USC Sec. 343(f) * Case cited at footnote 52, at p. 972 
(1952). *“ P. 973 of opinion. 
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The court soundly refused to apply Section 402(b)(4) where the 


product in question is its only standard, If condemnation of such a 


product is sought, there must first be established formal standards of 


identity. The trial judge’s charge to the jury did not make this issue 
clear and permitted a finding of economic adulteration upon a bare con 
clusion that consumers considered the drink less diluted than it was 


This eminently lucid and well-reasoned opinion demands little 
amplification. The Bireley case does not open the floodgates to the 
perpetration of fraud upon the public. The government's burden in 
economic-adulteration cases is heavy, but just and not insuperable 
It requires in the first instance a consideration of the product involved 
In any contemplated action under Section 402(b): Do people eat it 
or drink it “in idleness” or “for nutriment’? Is it represented by the 
producer and thought of by the consumer as an essential staple item 
of the daily diet or as an accessory, refreshment or garnishment ? 
When the function of the food is ascertained, then the question of what 
it purports to be and by what standard it shall be judged is answered 
There should be no repetition of the result in the Bireley case, for the 
government should now know in advance the kind of food product 


contemplated by the sanctions of Section 402(b) 


Conclusion—Statistical Survey 

Wherein lies the real protection given the consumer by Section 
402(b)? Not in actions against popcorn and soft drinks. The answer 
is found not in the “law” of economic adulteration—the litigated cases 
analyzed herein—-but in the everyday enforcement activities of the 
Food and Drug Administration. The writer has collected all the no 
tices of judgment issued by the Food and Drug Administration during 
a representative year—1953 *’—in which violations of Section 402(b) 
constituted all or part of the charge. Tabulation of the results speaks 
for itself. Two hundred and thirteen such notices were issued in 1953 
Three represent decisions adverse to the government, Of the 178 libel 
actions, two were dismissed, Of the 176 libels resulting in condemna 
tion, 109 were by default, 64 by consent, and in two the libel was 
contested and the product condemned. Of the 35 criminal prosecutions 
in one the defendant pleaded, and was found, not guilty ; of the remain 
ing 34, 23 were guilty pleas and 11 were pleas of nolo contendere. A 
product-by-product tabulation follows 

Notices of Judgment Under the Fed 


eral Food, Drug. and Cosmetic Act, Foods 
Nos. 18751-19850 





PAGE 846 FOOD DRUG COSMETIC LAW JOURNAT 


()yster 
Libels 


Default decrees 


(Consent decrees 


Crimimal prosecutions 
(suilty pleas 
\ to conte ndevre pleas 
Not guilty plea and verdict 
Lotal 


Vitamin products and food supplements 


Libels 


Detault decrees 


Consent decrees 


Crimimal prosecutions 
(,uilty pleas 
Volo contendere pleas 
Total 


Butter 
l ibe ls 


Default decrees 


Consent decrees 


Criminal prosecutions 


(,uilty pleas 
Volo contendere pleas 
Potal 


kidible oils 
Libels 


Default decrees 


Consent decrees 


Criminal prosecutions 
(,uilty pleas 
Volo contendere pleas 
Total 


Sorghum and sorghum blends 
Libels 
Default decrees 
Consent decrees 


Contested condemnation 


Criminal prosecutions 
Gsuilty pleas 
Volo contendere pleas 
Total 


DECEMBER, 195: 


> 


S 
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Vewetabl products 
Libels 


Detault decrees 


Consent decrees 


Criminal prosecutions 
(suilty pleas 
Volo contendere pleas 


\ 
lotal 


Sea tood 
J ibe Is 
Detault decree 


(Consent decree 


ruminal prosecutions 
(,uilty pleas 
contendere pleas 


otal 
Stock feeds 
| ibel 
Default decree 


{ nsent decrees 


rosecutions 


(riminal pt 


Csuilty leas 
miendere pleas 
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Bread, flour and meal 
Libels 
Default decrees 
Consent decrees 
Contested condemnation 


Criminal prosecutions 
Guilty pleas 
Nolo contendere pleas 
I otal 


Lemon oil 
Libels 
Default decrees 
Consent decrees 


Criminal prosecutions 
(suilty pleas 
Nolo contendere pleas 
Total 


Dairy products (other than butter and cheese) 
Libels 
Default decrees 
Consent decrees 


Criminal prosecutions 
7 otal 


Alimentary paste 
Libels 
Default decrees 
Consent decrees 


Criminal prosecutions 
Total 


Poultry 

Libels 
Default decrees 
Consent decrees 


Criminal prosecutions 
Guilty pleas 
Nolo contendere pleas 
Total 


Cocoa 
Libels 
Default decrees 
Consent decrees 


Criminal prosecutions 


Total 
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Jams, jellies and preserves 
Libels 
Detault decrees 
Consent decrees 
Criminal prosecutions 


Guilty pleas 
Nolo é ontender ¢ pleas 
Total 


Pepper 
Libels 
Default decrees 
Consent decrees 


Criminal prosecutions 


Potal 


Beverages 
Libels 
Default decrees 
Consent decrees 
Judgment for claimant 


Criminal prosecutions 


Meat 
Libels 


Criminal prosecutions 


(suilty pleas 
Nolo contendere pleas 


Total 


Miscellaneous products 


Libels 
Default decrees 
Consent decrees 
Judgment for claimant 


Criminal prosecutions 


Total 


[The End] 





rr Sgt Sheep Tees 


Some Aspects 





of Canada’s Narcotic-Drug Problem 


RK. TENNYSON, in presenting Commissioner Anslinger’s admir 

able comparison of important national narcotic-control policies 
of the United States and Canada, made extensive references to a 
report made last June by a Special Committee of the Canadian Senate 
on the Traffic in Narcotic Drugs in Canada. He referred to certain of 
the findings of the senate committee which illustrate the close similar 
ity between narcotic policies in our respective countries and, indeed 
the close similarity in our respective narcotic problems 

| was privileged to be identified with the senate committee from 
the commencement of its investigation to the completion of its work 
To supplement the reference to Canada in Commissioner Anslinger’s 
paper, I thought it might be interesting if I discussed in brief detail 
certain aspects of the narcotic problem in Canada, and certain solu 
tions for it which were recommended to the senate committee 

The committee conducted hearings in various parts of Canada and 
heard witnesses representative of every conceivable phase and inter 
est in narcotic drugs, including the evidence of a large number of drug 
addicts. Because of the similarity in narcotic problems and enforce 
ment policies between the United States and Canada, the Canadian 
record of some 600 printed pages of evidence should be a valuable 
document to interested persons not only in Canada, but also in the 
United States. 

Although there is a great similarity between the respective drug 
problems and enforcement policies of the two countries, there are 
certain reported differences which should be borne in mind 

The first relates to the use of marijuana as a drug of addictior 
| understand that there are a considerable number of marijuana users 
in the United States, who present a problem to the authorities. For 
tunately, in Canada, we do not have any comparable situation, and 


the use of marijuana in Canada is virtually unknown 


850 








By R. E. CURRAN, Q. C. 





The Legol Counsel of Canada's Department 
y of National Health and Welfare Addressed 
the Food, Drug and Cosmetic Law Division 
of the American Bar Association August 23 


\ further ditierence relates to the proportion of colored and white 
drug addicts. In the United States the drug addict population includes 
a large number of colored persons. We do not have any extensive 
colored population in Canada and, consequently, we have very few 


colored drug addicts 


\ further possible difference relates to what is called the teen-age 


drug problem. We do not have in Canada any teen-age problem oi 


addiction such as is often reported to exist in the United States 


Of the 3,212 known addicts in Canada, only 26 are under the age 
of 20 years. Of these, seven are male and 19 female, and of these 
people none was attending school when he became involved in the 
drug traffic and all were already known to the police tor juvenile 


delinquency in one form or another 


\ further possible difference involves the part the trafficker play 
in addiction in our respective countries. It is frequently suggested 
that the trafficker, including the peddler, pursues a deliberate policy of 
attracting nonaddicted persons to the addict ranks. This is done by 
giving free drugs to nonaddicts in order to start them on the habit 
as well as by certain inducements to addict peddlers who can produc 


new customers, The implications, therefore, of this view are that the 


trafficker in drugs is not only responsible for the number of present 


addicts, but is also substantially responsible for any increase in that 


number 


The experience of the enforcement authorities in Canada, how 


ever, does not support this view. The evidence given was to the effe 
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that the trafficker supplies an existing market. He moves his drugs 
to where the market is most lucrative. He does not sell to anyone 
whose bona fides is not established to his satisfaction. There was no 
evidence given of any policy of free trial drugs or other techniques 
by traffickers to induce nonaddicted persons to become addicts for the 


purpose of maintaining the trafficker’s illicit market. 

| would like to make it quite clear that in commenting on these 
possible points of difference in the narcotic situation between our two 
countries, | am expressing no opinion as to what may be the actual 
situation in the United States, but only that which is reported in the 
press. It may well be that the situation as regards teen-agers and the 
part played by the trafficker is similar to the situation in Canada, 


Total Number of Known Addicts 

K. C. Hossick, who directs the Division of Narcotic Control of 
the Department of National Health and Welfare and who is our dele 
gate to the United Nations Narcotic Commission, places the total 
number of known drug addicts in Canada at some 3,200. Of these, 
2,364 comprise a group which are described as criminal drug addicts. 
These are individuals who have no medical or other condition requiring 
narcotic drugs and who patronize the illicit market for their supplies. 
They do not, for the most part, engage in any legitimate employment, 
and derive their needed funds from crime, such as thieving, shoplift 
ing and, in the case of females, prostitution. This is the group that 
presents a problem to the authorities, and my remarks are essentially 
confined to it and the problem presented. 


As has been stated by the Minister of National Health and Wel 
fare, who is responsible for the administration of the narcotic law in 
Canada, there is a great deal of confusion and misunderstanding re 
specting the kind of people who are addicted, their motivations and 
what can be done to help them. The evidence heard by the senate 
committee amply supported this statement. 


It was brought out that, of the 2,364 criminal addicts, the majority 
had criminal records, including juvenile delinquency, before becoming 
involved with drugs. The problem, therefore, that was automatically 
posed in considering measures for such a group was whether an indi 
vidual who had been a delinquent, if not a criminal, before becoming 
addicted would be anything else following treatment and whether any 
treatment for his addiction would not need to include his complete 
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medical, moral and social rehabilitation. The implications and com 
plexities of this are apparent. 

On the pattern of drug addiction, the committee had the following 
to say: 


The Committee heard evidence from many expert and qualified witnesses 
concerning the kind of people who make up the criminal addict population of 
Canada, something of their background and, in addition, the Committee saw 
a large number of these people. Their sordid pattern of development shows a 
considerable degree of similarity 

here is frequently evidence of broken homes, poor environment, lack of 
parental control and discipline, and the absence of religious training. This back 
ground leads to social deviation, juvenile delinquency, crime and eventually to 
drug addiction through association with other drug addicts 

The evidence of medica! authorities was to the effect that drug addiction ts 
not a disease in itself. It is symptom or manifestation of character weaknesses 
or personality defects in the individual. The addict is usually an emotionally 
insecure and unstable person who derives support from narcotic drugs 

The Committee was gravely concerned to learn that relatively tew case 
could be authenticated where drug addicts, while out of custody, had been 
successful in abstaining from the use of drugs for any lengthy period of time 

The complications and difficulties in the successful treatment of drug addi 
tion having regard to the pattern of development of the addict and his almost 


invariable criminal tendencies, cannot be too heavily stressed 


Few Addicts Show Sincere Desire to Be Cured 


Both in talking to a number of drug addicts and in listening to 


their depressing and pathetic evidence to the committee, it was dis 


tressing that so few indicated any intention that could be described 
as genuine or sincere to be completely cured of drug addiction, Ot 
those serving sentences in jail, practically all indicated that they 
intended to return to drugs and, of those who spoke, all urged as a 
solution to the problem that drugs should be made legally and freely 
available to them. 

Experienced authorities pointed out that in dealing with drug 
addicts, one should be alert to their point of view, or angle, as it is 
usually called. For example, a drug addict, in speaking to a physician 
who is concerned with therapy, would undoubtedly seek to impress 
him with a desire to be successfully treated. This actually was the 
case with a large number at Oakalla Prison Farm who had spoken to 
medical authorities. The same group, however, when speaking to a 
committee of the senate, whom they presumably regarded as law- and 
policy-makers, advocated not medical treatment, but the provision of 


free and legal drugs 
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Dr. Harris Isbell, the Director of Research at the Narcotic Hos 
pital at Lexington, Kentucky, in speaking to this seeming contra 
dictory attitude, pointed out that the addict is ambivalent about drugs 
He would like to be cured and would like to have his drugs at the 


same time. 


Right of Society to Protection 

It is for this kind of person that a solution of his problem is being 
sought. The solution, however, must be realistic and practicable 4s 
well as humane, and one which at the same time recognizes the para 
mount right of society itself to be protected against the narcotic evil 
and the erime which invariably accompanies it. Before discussing 
suggested measures for the solution of the addict’s problem, it is ne 
essary to say a word with respect to the jurisdictional responsibilities 
under the Canadian Constitution 

Without attempting to discuss constitutional matters in Canada 
[ may note that the federal government has exclusive jurisdiction for 
criminal law customs and the regulation of trade and commerce, among 
other subjects, The importation and distribution of narcotic drugs, 
including the enforcement of the law and the suppression of the ilhent 
traffic, is a federal responsibility. The opium and narcotic-drug act 
is a federal statute and purports to be an exclusive code for narcotu 
drugs, having application both interprovincially and intraprovinecially 


Treatment of Addicts Is Provincial Responsibility 


The provinces have exclusive jurisdiction in matters of property 
and civil rights in the province. The treatment of illness is a matter 
which comes within this responsibility. The treatment, therefore, of a 
drug addict, including his rehabilitation and subsequent adjustment 
into society, would, as was pointed out by the committee in the cases 
of the treatment of mental illness and tuberculosis, be a matter wholly 
within provincial responsibility. As a matter of interest, a number of 
the provinces have already enacted legislation providing for the treat 
ment of drug addiction, but no province has made any special insti 
tutional facilities available for this purpose 

The division of jurisdictional responsibility in Canada must be 
kept in mind in considering any solutions to the problem. Too fre 
quently, solutions which involve the treatment of drug addicts are 
identified with the administration and enforcement of the opium and 
narcotic-drug act and not with the responsibility of the provinces in 
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the matter of medical treatment. Commissioner Anslinger, in his 
paper, has made particular reference to the comparable situation im the 
United States 

Having said something of the problem, the kind of people involved 
in it and the areas of jurisdictional responsibility, it becomes appropri 
ate to say something of various solutions that were heard by the 
committee, Up to the present time, the emphasis in meeting the drug 
problem in Canada has been via enforcement, with some professional 
education through medical and nursing schools. The enforcement 
authorities, however, were careful to point out that enforcement alone 
no matter how ettective and vigorous it could be made, was not likely 
to bring about any permanent solution of the drug problem. The 
senate report made certain specific recommendations with respect to 
enforcement, including increased penalties. These were aimed essen 
tially at the drug traffic, and are self-explanatory. | do not propose, 
therefore, to discuss enforcement, but will confine my remarks to pro 
posals which involve in them some aspect of treatment 

These proposals included the adoption of the British system, the 
provision of free drugs to addicts, voluntary ambulatory treatment 
and the compulsory removal and segregation from society of drug 
addicts, as well as treatment by group therapy. I will comment upon 


these in order 


Only 300 Known Addicts in United Kingdom 


\ccording to the official figures furnished by the United Kingdom 


authorities, there are in that country approximately 300 drug addicts 
which total includes the professional and the medical, as well as the 
criminal, With such a number among a population of approximately 
50 million, in comparison with 3,000 in Canada, with a population of 
15 million, it is perhaps natural that the apparent effectiveness of the 
British system would be strongly urged as a solution of the problem 
in Canada. | have no doubt that there are in the United States a num 
ber of proponents for the adoption of the so-called British treatment 
plan as a solution to the drug problem in this country, The Minister of 
National Health and Welfare, in discussing the over-all drug situation 
in Canada, had the following to say with respect to the British system 
We have unsuccessfully endeavoured to ascertain through the R. ¢ Ml 


Police haison mn the I nited Kingdom as well as by cirect discussion witl the 
United Kingdom authorities, wherem their plan of narcotic control differs from 


ours to an extent thi it constitutes anything that could properly he called the 


British treatment plar 
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It had been, of course, suggested by advocates of this system that 
its merit lay in the fact that a drug addict could secure from his physi 
cian his narcotic requirements and, consequently, had no need to pat 
ronize drug traffickers. This, in turn, meant that the addict had no 
need to engage in crime to provide funds for illicit drugs. Naturally, 
the addicts themselves favored the adoption of any such plan which 
would result in the provision of free and legal drugs. If such a plan 
resulted in a controlled and relatively drug-free situation as was 
reported in the United Kingdom, it was one that would need to be 
given the most careful and thoughtful consideration. 


United Kingdom System Similar to Canada's 

An examination, however, of the Dangerous Drugs Act of the 
United Kingdom, which is the relevant law, failed to reveal any basis 
for the interpretation that had been advanced. With some differences 
in administration, recording, and reporting the use of drugs, the United 
Kingdom system does not differ from the Canadian system ; both deny 
the addict the legal right to secure drugs for his own gratification. 
In order, however, to have before it the most authoritative explanation 
with respect to the British system, the committee arranged for the 
attendance of John H. Walker, the United Kingdom delegate to the 
Narcotic Committee of United Nations. Mr. Walker made it clear that 
narcotic drugs were subject to the degree of control demanded by 
international agreements to which the United Kingdom, in common 
with Canada, is a party. He stated that the indiscriminate administra 
tion of narcotic drugs to addicts is not, and never has been, a feature 
of the United Kingdom policy. It became apparent from this that 
whatever the answer to the situation in the United Kingdom might be, 
it did not lie in any legal differences between the systems in the two 
countries, The committee, in commenting on this matter, could there 
fore only state that the situation in the United Kingdom, where it 
appears there has never been a serious drug problem, is not comparable 
to that of Canada. Notwithstanding this and despite the explanation 
given by Mr. Walker, press reports have continued to reflect opinions 
of so-called experts that the committee failed to give heed to the 
British treatment plan and that it would have done well to have studied 
it and recommended its adoption in Canada 


A discussion of this brings up another so-called solution which 


is only a variation of what is commonly, but erroneously, considered 
to be the British treatment plan. This is a narcotic-clinic system 
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which has been mentioned by Commissioner Anslinger in his paper 
Of all the proposals advanced for a solution of the drug problem, the 
establishment of drug clinics or narcotic bars, as they were aptly 
described by Dr. Isbell, has been the most persistent. If the subject 
were not so tragic, it would have been amusing to listen to the advo 

cacy by drug addicts of this proposal as a solution of Canada’s narcots 
problem. l’ractically all drug addicts urged upon the committee that 
with the provision of legal drugs free or at a nominal price, the traf 
ficker would automatically go out of business and the addicts, having 
no need to pay black market prices for drugs, could engage in usetul 
and gainful occupations. This proposal received support not only from 
the drug addicts whose motivations are understandable, but from cer 

tain medical, social and enforcement authorities. This support ts sur 

prising in the light of the unanimous condemnation which drug clinics 
received from all authorities who have had any experience with the 
subject of narcotic drugs. It is perhaps more surprising in the light 
of the sad experience which drug clinics provided wherever they were 
tried. Notwithstanding all of this, the subject is one that has received 


and | assume will continue to receive, well-meaning if mistaken support 


Chief Argument for Narcotic-Clinic System 
Seemingly a Specious One 


The chief argument, of course, for the clinic is the admission that 
drug addiction is incurable, that present legal controls encourage the 
ilhieit market and force the addict into criminal activities, It ts argued 
from this that if drugs, like alcohol, were legally available, the addict 
could end his life in comfort, he would have no need to patronize the 
traficker who would presumably find other illegal activities, and he 
could attord to become a usefully and gainfully employed member of 
the community. It was never explained, at least to my satisfaction 
how the provision of legal drugs would automatically transform into 
a useful member of society someone who before using drugs had never 
occupied any responsible or trustworthy place in society. It moreover 
was never satisfactorily explained how the provision of legal drugs to 
addicts who before becoming addicted to drugs had led criminal lives 
would automatically give them the ambition to go to work and become 
law-abiding members of the community. These were questions which 
were seriously asked of witnesses who advocated the adoption of drug 
clinics, but no answers—-satisfactory, at least, to me-—were ever fur 


nished 
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\part from the practical and geographical difficulties in establish 
ing facilities to furnish drugs which would be satisfactory to the addict 
population, there are still a number of arguments which, in my view, 
provide a complete answer to this as a practical and safe proposal. 

If the present addict population in Canada did not increase in size 
and, with the eventual death of present addicts, the problem wholly 


disappeared, then perhaps some basis could be found for drug clinics, 


at least as a defeatist solution. Unfortunately, however, this would not 
be the case. It would be impossible to confine legal supplies to present 
addicts, If this were attempted, the illicit market would continue for 
new addicts, If new addicts were given legal supplies, then addiction 
would spread and multiply. The present legal and social disapproval 
of drugs for addiction would thereby be converted into legal and social 
approval of addiction, What better invitation could be extended to 
addiction-prone people, of whom many—despite present prohibitions 
succumb to drugs? 

\part from present international agreements which are aimed 
against the use of narcotic drugs for purposes of addiction, one could 
not conceive of a more retrogressive step than is involved in this pro 
posal, It would wholly undo the magnificent work of pioneers, such 
as Commissioner Anslinger of the United States and Colonel Sharman 
of Canada, in the field of narcotic control. It would involve the delibes 
ate introduction into our social system of a practice which, at the pres 
ent time, is not tolerated in any civilized country in the world 

If | have spoken strongly respecting this proposal, | have done so 
because | feel it to be one of the most dangerous but specious solutions 
that can be advanced, Unfortunately, like sin, it is attractively garbed. 


Problems of Ambulatory Treatment 

The next proposal involves ambulatory treatment. This received 
some support from responsible witnesses. It was argued that one of 
the factors to be developed in an addict was the desire to help himself, 
and any degree of compulsion, legal or otherwise, would be incon 
sistent with this. It was, therefore, urged that, following medical with 
drawal of an addict, he should be encouraged to subject himself on a 
voluntary basis to rehabilitation and that facilities should be provided 
for this. Other authorities, notably Dr. Isbell, have pointed out certain 
of the dangers or weaknesses of any voluntary or ambulatory treat 
ment system, They explained that while the development in the indi 
vidual of the desire to be cured is very essential, it is asking too much 
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of him to maintain this desire without support: this support, if it has 
no legal sanction, ts not likely to be effective 

\t the extreme end of the pendulum, there was advocated, in leu 
of a narcotic bar, a narcotic Siberia. It was proposed by responsib! 
authorities that a realistic solution of the drug problem required a form 
of major social surgery and the removal, if | may attempt a poor 
analogy, of a malignant growth from the body politic. One authority 
suggested an island on which all drug addicts would be contined and 
given a form of treatment during their confinement. The length of 
confinement would depend upon whatever progress they were able ' 
make. Their release to so« ety would be on a Yo vo basis in that ther: 
would be Jegal right to return the addict to the island if he reverted 
to the use of drugs 

Needless to Say this proposal did not find any vreat tavoflr with 


the drug addicts themselves 


Proposal for Treatment and Rehabilitation 
Under Provircial Law 

\ modification of this proposal, and one which was favored by 
the committee in its recommendations, involved the establishment o! 
suitable facilities for the treatment and rehabilitation of drug addict 
with legal controls. This contemplates provincial legislation for the 
compulsory treatment of the addict, as well as legal supervision over 
him following his discharge and while he is being re-established in 
society 

The degree of community support, and acceptance of its respor 
sibility to assist the addict in becoming adjusted to society, is a matter 
to which the committee made specific reference, It was pointed out 
that to make treatment of a drug addict a practical possibility for thos 
addicts who offer some promise, it was hoped that provincial agencie- 
community agencies, voluntary agencies and the public generals 
would do everything possible to assist in the acceptance inte socretry 
of addicts who had been treated, including an opportunity of useful and 
gainful employment. Without community help, it would be asking 
great deal of treatment to expect that its brief impact on the individua 


would enable him to face society when he had already demonstrated 


his total inability to do so without support, Treatment would, ther 


fore, be doomed to failure if it did not carry with it community sup 
port and acceptance of the addict as part of its sox al responsibility 


It was interesting to note that the responsible authorities who ad 
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cated the development of a comprehensive treatment plan of this kind 


farned against any excessive optimism in it as providing a quick or 
ready cure to the problem of drug addiction. 

There remains a further proposal which certain responsible wit 
nesses advocated. This was the development of group therapy along 
the lines of Alcoholics Anonymous. It was suggested that drug addicts 
might receive the same help from “Narcotic Anonymous” as many 


alcoholics have received from AA. 


‘Narcotic Anonymous” Dependent on 
Permanently Abstinent Ex-Addicts 

It was pointed out that any successful attempt at the establish 
ment of “Narcotic Anonymous” would require the nucleus of a number 
of people who would at all times remain abstinent from drugs. This 
would ensure continuous help to those whe wished to be treated, in 
cluding those who relapsed, It was pointed out, however, that at the 
present time there was some difficulty in finding a sufficient number 
of addicts who could be said to be abstinent from drugs to provide th: 
needed nucleus. The senate committee commended those interested 
in this work and expressed the hope that their efforts would meet 
with success 

The above are among the various proposals which were recom 
mended to the senate committee. In summarizing their intent and 
scope, | hope that I have dealt with each as accurately and as fairly 
as they respectively merit. Obviously, a great deal more can be said 
about the traffic in drugs, the problem of the drug addict and the treat 
ment of addiction, | have only attempted to highlight a few points 
which were developed in the course of the committee's investigation 
into the drug traffic in Canada 

The elimination of the drug problem, altogether apart from the 
benefit to its victims in alleviation of human misery and degradation 
represents a very sound economic investment to society. The daily 
cost of drug addiction represents an economic loss to the community 
of an amount which, even with our conditioning to astronomical fig 
ures, is truly staggering. [The End} 


CTR 





Judicial, Administrative 
and Legislative Developments 


Significant Comments 


By THOMAS W. CHRISTOPHER 


Decisions 

Kestitution In conjunction with its jurisdiction to grant imyun 
trons under Section 302(a) of the Federal Food, Drug, and Cosmet 
\ct,' does a court have the power to compel a defendant to refund 
to purchasers the money paid for the product? This question has been 
much discussed in the last few years, but only recently did a court 
face the problem 

\ federal district court in California has ruled “no” on this 
question.” The court states that neither the language of the statute 
nor the legislative history supports the government's contention 

KRemoval.—An extremely interesting removal question, previously 
discussed in “Significant Comments” in the March, 1954 issue of the 
JouRNAL,’ has finally been decided, The government filed a libel in 
the United States District Court for the Western District of Ten 
nessee, alleging misbranding. Without a stipulation, the claimant 
moved for removal, and the action was transferred to the Eastern 
District of Arkansas (claimant’s home office is in the Western 
District of Arkansas). Thereafter, the government and the claimant 
filed a stipulation that the case be transferred to the Western Dis 
trict of Arkansas, which was granted. Next, the court in the Western 


District, on its own motion, ordered the case remanded to the 


' “The district courts of the United States ‘See 6 Food Drug Cosmetic Law Jour 
nal 503 (July, 1951): 7 Food Drug Coametwu 
Law Journal 373 (June, 1952), 666 (Octo 
ber, 1992): 9 Food Drug Coametic Lau 
t stre at . 

shown 0 parantpanes violations of Journal 565 (October 1954) 4 Stanford 
section 301, except paragraphs (e), (f), Law Remew 519 (1952): 67 Harvard Lau 
(h), (i), and (j) Review 632 (1954) 

i 8S. vw. Parkinson (DC Calif... October ‘9 Food Drug Coametic Law Journal 188 
21, 1955) (March, 1954) 


and the United States courts of the Terri- 
tories shall have jurisdiction, for cause 
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District on the ground 


District 


Eastern 


Then the ruled 


Kastern 


Thus, a stalemate is reached in this 
is left hanging in the air with no place to go. 
Section 334(a) ' 


in the wording of 21 US¢ 


that it 
that it 


was without jurisdiction 


had no jurisdiction 
match, and the case 


The 


and, on appeal, the court 


“chess” 


solution hes 


rules to uphold the original transfer to the Western [District 


by 


ask for removal in the district where the seizure was 


may apply to the court of the district in which the 


made”), But by 


pending or instituted shall, on application 
Since the application for removal 


any district agreed upon 


the words of the statute, the claimant acting alon 


stipulation between the parties, 


can only 
made (“claimant 
eizure has been 
“the proceeding 


be removed - to 


from the Eastern District was by stipulation, the order of that court 


granting the request was proper 


be transferred a number of 


home district of the claimant.” 


/ rade Secrets 


questioning in a New York 
1553 Cases Mineral Water, 
‘CH Food Drug Cosmetic Law Reports 
7271, 117 F. Supp. 110 (DC Ark., 1953) 

In any case where the number of libel 
for condemnation proceedings is limited as 
above provided the proceeding pending or 
instituted shall, on application of the 
claimant, seasonably made, be removed for 
trial to any district agreed upon by stipu 
lation between the parties. or, in case of 
failure to so stipulate within a reasonable 
time, the claimant may apply to the court 
of the district in which the seizure has 
been made. and such court shall 


U. 8.4 


Thus, by 


times, 


The quéstion of trade secrets 


court 


libel 
including the 


tipulation, a may 


and to any court 


came up in pretrial 


In a suit involving personal 
by order, unless good cause to the contrary 
is shown, specify a district of reasonable 
proximity to the claimant's principal place 
of business, to which the case shall be 
removed for trial (Sec. 304(a) of the 
Federal Food, Drug, and Cosmetic Act.) 

. 8. ». District Court for the Eastern 
District of Arkansas, CCH Food Drug Cos 
metic Law Reports © 7327 (CA-8®, October 
19, 1955) 

*See Ss. 1 45 2 lo 
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injury from an exploding bottle, the plaintil asked tor the propor 
tion of carbonated water used with the beverage syrup. The opimion 
states that courts are reluctant to require the divulgence of track 
secrets unless “it is shown that the information cannot otherwis« 
be obtained.” The court then requires an answet on the vround 
that the plaintiff cannot otherwise obtain the information, at least 
in admissible form, and also on the ground that no trade secret 1s 


involved.” 


Intervention The government moved to enjoin the manutas 
turers of orgone energy accumulators from introducing the product 
in interstate commerce 

\ group of physicians who used the devices sought to intervene 
and the lower court refused The court of appeals affirmed, on the 
ground that the physicians had no absolute right to intervene, since 


the decree did not bind them 


Administrative 


Compendiums.—TVhe fitteenth edition of the lnited States Pharma 
cOpoeia goes into ettect on December 15, 1955. Some 240 new items 


are included, and 160 items are no longer listed 


The tenth edition of the National Formulary also becomes ettective 


December 15, 1955. One hundred and thirty one items were moved 
from United States Pharmacopoeia XIl° to National Formulary X; 40 
items moved from National Formulary 1X to l'nited States Pharma 


copocia XV 


Salic ylates The Food and lorup \dministration nm a recent 
“policy” statement, takes the position that drug preparations cor 
taming salicylates, including aspirin, for use as analgesics should bea 


a warning that the product should be kept out of the reach of children 


Grain Sanitation—Vhe Administration's program to insure 
cleaner grain supply for food use is moving again 
\ccording to a recent announcement, as of July 1, 1956, legal action 
will result where one or more rodent pellets per pint of wheat or one 
per cent or more of insect-damaged kernels are found \lso, there ts 
no tolerance where the mixing of clean with dirty wheat ts deliberat 
» Silver v. Pepsi-Cola, CCH Food Drug Baker v. U. 8., CCH Food Drug Cos 
Cosmetic Law Reports © 22.421, 144 N. Y.5 metic Law Reports © 7318, 221 F. (2d) 957 
(2d) 301 (1955) (CA-1, 1955). cert. den., October 10, 1955 
“ ( 8. t Wilheim Reich F oundation, "CCH Food Drug Cosmetic Law Report 


CCH Food Drug Cosmetic Law Reports * 7326. 2) Federal Regiater T792 (1955) 
© 7300. 17 F. R. D. 9% (DC Me. 1954) 
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or where the contamination results from continued insanitary storage 


conditions." 


Legislation 


The Small Business Committee of the House of Representatives 
is holding hearings on the Robinson-Patman Act. Indications are that 
a strong move will be made in the next session of Congress to amend 


the act."* 
Books 


The new Dierson-Dunn book, Product Liability Cases, is an im 
portant contribution to lawyers in the field, and also to law professors 
in the areas of torts, sales, and food and drug law."® The book con 
tains leading cases on the subject of product liability, and is well 
organized and indexed. The tables are excellent, and will be of great 
value to the attorney or scholar searching for decisions on a point or 


in a particular jurisdiction, 


. 


REPORTS TO THE READER—Continued from page 816 


New Identification for Certain Coal- 
Tar Colors.—In the future, the three 
widely used coal-tar colors which have 
been removed from the list of approved 
coloring materials which may be added 
to foods will be identified as Ext. 
D&C Orange No. 3, Ext. D&C Orange 
No. 4and Ext. D&C Red No. 14. They 
were formerly designated FD&C Orange 
No. 1, FD&C Orange No. 2 and FD&C 
Red No. 32, respectively. 

While manufacturers may no longer 
label and sell these three colors for 
food use, they may label and sell them 
for external drug and cosmetic use 
only.—Reported in CCH Foopv Druc 
Cosmetic Law Reports, December 20, 
1955. 


Meeting of Drug Men 


Resolution on FDA Citizens Advi- 
sory Committee Report Adopted by 
American Pharmaceutical Manufactur- 
ers’ Association at Midyear Meeting in 
New York City, December 12-14.- 


“REPORT BY FDA CITIZENS AD 
VISORY COMMITTEE 
January 17, 1955 the 
United States Secretary of Health, 
Education, and Welfare appointed a 
representative national Citizens Advi 
sory Committee, to study the Food and 
Drug Administration (known as the 
FDA) from the standpoint of its pres- 


“Whereas on 





"CCH Food Drug Cosmetic Law Reports 
* 7323, Department of Health, Education, 
and Welfare release, September 16, 1955. 

“See H. R. 11, S4th Cong... Ist Sess 
(1955). 


" Dierson and Dunn, “Product "Liability 
Cases (Chicago, Commerce Clearing House 
Inc., 1955), 1182 pages 











KEPORTS TO THE READER 


ent ability to duly administer the Fed- 
eral Food, Drug, and Cosmetic Act for 
the protection of the public health; and 


“Whereas on July 7, 1955 this Com- 
mittee submitted a unanimous report to 
the Secretary, which broadly reviews 
the FDA administrative organization 
and operation and then makes 
important findings recommenda- 


which 
and 
tions; and 

“Whereas the major findings and rec 
ommendations include (among others) 
the following in substance, namely 
The Committee finds that the 
funds, staff 


“First 
FDA 


and facilities, to meet its essential ad- 


now has msufficient 


ministrative responsibility of adequately 
health; and that 
the required expansion in the FDA per 


protecting the public 


sonnel and facilities is between a three 
and a tour-told one, within a period ot 
five to ten years. Hence the Committee 
recommends that Congress progressively 
authorize this expansion by increased 
FDA appropriations, as fast as it can 
that the 


PIA appropriation for the new fiscal 


be efficiently absorbed; and 
Year should be from ten to twenty per- 
cent more than that for the past one 
The further pre 
cautionary that 
FDA appropriation be based on an ac 
curate evaluation of the FDA record in 
FDA need in the 


next year; and it then suggests that the 


Committee adds the 


recommendation each 


the past year and the 


Secretary may valuably appoint a small 
ad hoc citizens advisory committee each 
year, to aid in this evaluation 

finds that 
the FIDA needs a modern national build 


“Second: The Committee 


ing of its own, to appropriately house 
and consolidate its Washington (D. C.) 
headquarters organization and facilities 
under the best operating conditions. A 
building constructed and equipped to 
and distinctive 
Hence the Com 
that the Federal 
Government this FDA 
In doing so the Committee 


Satisity its necessary 


public requirements 
mittee recommends 
provide new 
building 


notes that Canada is now completing a 
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similar building tor its equivalent Food 
Drug Directorate. We 
that such a building will give merited 
dignity and prestige to the FDA; and 
that there is ample precedent tor it u 


and may add 


the case of other related federal agencies 

“Third: The Committec that 
the FDA can best administer the Act 
if it duly enlarges and improves its edu 


finds 


cational and informational program, A 


program designed to provide a con 


structive understanding of the 
Act and to 


compliance 


public 
secure a maximum sel 
with it; that is im due bal 
ance with its necessary court entorce 
ment to protect the public health, whicl 
fully Hence 


recommends that the 


the Committee supports 
the Committee 
FDA thus develop such program; that 
it be located in the general offices of 
the FDA Commissioner, to receive his 
personal attention; and that it have a 
competent executive dire« tor, who may 
have to be selected outside the present 
FDA organization The Committee at 
taches great importance to this recom 
industrial 


mendation For the ideal 


compliance with the Act is a voluntary 
informed one; and it ts today the rule 
subject to incidental exceptions tut 
the modern advance in the science and 
technology of production, in the area ot 
this Act, 


problems which require a close educa 


creates infinite compliance 
tional association between industry and 
the FDA for their appropriate solution 
In short: the 
with the Act is the one 


road of educational com 
phance most 
beneficial to all concerned; and conse 


FDA should do all that it 


can to reasonably aid industry m trav 


quently the 


eling it 
“Therefore By /t 
Pharmaceutical 


Resolved by the 
Manufactur 
1955 


American 
ers’ Association, assembled im its 
midyear meeting, that it approves the 
and tenor of this his 


FDA Citizens Ad 


visory Committee; and that it specifically 


general purpose 
toric report by the 
approves the three major recommenda 


tions and findings aforesaid.” 
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